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DETAILED ACTION 
Election/Restrictions 

1 . Applicant's election with traverse of Group I, claims 1 , 2 and 4-16, in the reply 
filed on July 28, 2008 is acknowledged. 

Applicant argues that: 

1) Applicant believes that certain Groups can be examined together without 
placing any additional burden on the Examiner, for example, the claims of Group I and 
Group II relate to methods that involve common steps. 

2) There is no undue burden on the Examiner in searching and examining many 
of the Groups together. 

With regard to Points 1 and 2, the Examiner has shown that the subject matter of 
the groups encompass two different statutory classes of invention each having a 
different classification. For purposes of the initial requirement of a restriction, a serious 
burden on the examiner may be prima facie shown if the examiner shows by 
appropriate explanation either separate classification, separate status in the art, or a 
different field of search as defined in MPEP § 808.02. 

Contrary to Applicant's assertion, the search for each of the above inventions 
would not be co-extensive in scope particularly with regard to the literature search. 
Burden consists not only of specific searching of classes and subclasses, but also of 
searching multiple databases for foreign references and literature searches. Moreover 
burden also resides in the examination of independent claim sets for clarity, 
enablement, and double patenting issues. Further, a reference that would anticipate 
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the invention of one group would not necessarily anticipate or even make obvious 
another group. Finally, the consideration for patentability is different in each case. 
Thus, it would be an undue burden to examine all of the above inventions in one 
application and the restriction for examination purposes as indicated above is deemed 
proper. 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 1-45 are pending. Claims 3 and 17-45 have been withdrawn from further 
consideration as being drawn to non-elected inventions. Claims 1, 2 and 4-16 are 
currently under examination. 

Information Disclosure Statement 

2. The information disclosure statement (IDS) submitted on April 4, 2005 and 
November 1 3, 2006 are in compliance with the provisions of 37 CFR 1 .97 and has been 
considered. An initialed copy is attached hereto. 

Moreover, the listing of references in the specification is not a proper information 
disclosure statement. 37 CFR 1 .98(b) requires a list of all patents, publications, or other 
information submitted for consideration by the Office, and MPEP § 609.04(a) states, 
"the list may not be incorporated into the specification but must be submitted in a 
separate paper." Therefore, unless the references have been cited by the examiner on 
form PTO-892, they have not been considered. 
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Specification 

3. The disclosure is objected to because it contains an embedded liyperlinl< and/or 
other form of browser-executable code (see for example pages 1 and 19). Applicant is 
required to delete the embedded hyperlink and/or other form of browser-executable 
code. See MPEP § 608.01 . 

Claim Objections 

4. Claim 4 is objected to under 37 CFR 1 .75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper 
dependent form, or rewrite the claim(s) in independent form. Claim 4 does not further 
limit claim 2 because it is essentially a duplicate of claim 2. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this ore foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1 ) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 



Application/Control Number: 10/530,128 Page 5 

Art Unit: 1645 

5. Claims 1, 2, 4-8, 10 and 12-16 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Nishikawa et al. (Development, 1998; 125: 1747-1757). 

The rejected claims are drawn to a method for determining the effect of a plurality 
of culture conditions on a cell comprising the steps of: a) providing a first set of groups 
of cell units each comprising one or more cells, and exposing said groups to desired 
culture conditions; b) subdividing one or more of said groups to create a further set of 
groups of cell units; c) exposing said further groups to further desired culture conditions; 
d) optionally, repeating steps (b)-(c) iteratively as required; and e) assessing the effect 
on a given cell unit of the culture conditions to which is has been exposed. 

Nishikawa et al. disclose a method of analyzing cell cultures. The method 
involves ES cells which were initially maintained on Mitomycin C treated layers in 
DMEM. The cells were then transferred to gelatin coated culture dishes to remove 
fibroblasts. Cells were then transferred (subdividied) to each well of IV collagen-coated 
6-well cluster dishes and incubated in alpha MEM supplemented with PCS and 2ME. 
Moreover, Nishikawa et al. disclose that the cultured cells were harvested with a cell 
dissociation buffer and analyzed for expression of surface markers. The dishes were 
coated with gelatin, type I collagen or fibronectin and compared for the ability to support 
the differentiation of ES cells. Nishikawa et al. disclose that the atmosphere in the 
chamber holding the cells was 37°C (see page 1748; Cell Culture). Lastly, Nishikawa 
et al. disclose that cell layers were prepared in 96-well cluster dishes. 
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The method steps of the Nishikawa et al. are the same as the instantly claimed 
invention, the method of Nishikawa et al. necessarily determines the effect of a plurality 
of culture conditions on a cell. 

6. Claims 1 , 2 and 4-16 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Scholl et al. (U.S. 2004/01 70965 Al). 

The rejected claims are drawn to a method for determining the effect of a plurality 
of culture conditions on a cell comprising the steps of: a) providing a first set of groups 
of cell units each comprising one or more cells, and exposing said groups to desired 
culture conditions; b) subdividing one or more of said groups to create a further set of 
groups of cell units; c) exposing said further groups to further desired culture conditions; 
d) optionally, repeating steps (b)-(c) iteratively as required; and e) assessing the effect 
on a given cell unit of the culture conditions to which is has been exposed. 

Scholl et al. disclose a method of cultivating cells. The cell lines were cultured to 
confluency in sterile polystyrene flasks in EMEM with HEPES, FBS, L-glutamine, and 
penicillin/streptomycin (see paragraph 0148). Scholl et al. disclose that the cells to be 
cultured were harvested by first rinsing source cell monolayers with Hank's Balanced 
Salt Solution (HESS) without magnesium or calcium. Ten volumes of cell culture 
medium was added to each trypsinized cell suspension and the cells were repeatedly 
pipetted in order to produce near-single cell suspensions (see paragraph 0149). 

Scholl et al. disclose that the cell mixture monolayers were produced by co- 
planting two distinct cell types at an equal volume of each diluted cell suspension. The 
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cells were allowed to attach to the well surface by gravity for 30-60 minutes, and the 
inoculated microtiter plates were incubated for up to three days at 36°C in 5% CO2 with 
95% relative humidity (see paragraph 0150). Moreover, Scholl et al. disclose that 
periodically during incubation, single and mixed monolayers were checked for overall 
viability. The mixed cell culture monolayers were also checked for the ability of the cell 
lines to co-exist and develop as a single cell sheet, with two distinct cell morphologies, 
at an approximately equal density of each cell type. At confluency, the cells were 
treated with a methylene blue staining solution to fix the cells and stain them a light 
blue in order to provide contrast for visualization using light microscopy (see paragraph 
0151 ). Scholl et al. disclose that some of the mixed monolayers successfully grew as a 
mixed cell monolayer adhered to the well surfaces, exhibiting a smooth, evenly 
distributed monolayer (see paragraph 01 52). Scholl et al. disclose that the cell lines 
are often supplied either in tubes, shell vials, or multi-well plates (e.g., microtiter 
plates). Lastly, Scholl et al. disclose that after inoculation of the cell line and an 
appropriate incubation time, confirmation of the presence of HSV in the sample can be 
accomplished using one or more of the many analytical methods (e.g., 
immunofluorescence, immunoperoxidase, nucleic acid probes, or substrates for virus- 
induced reporter genes) (see paragraph 0013). 

The method steps of the Scholl et al. are the same as the instantly claimed 

invention, the method of Scholl et al. necessarily determines the effect of a plurality of 

culture conditions on a cell. 
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Conclusion 

7. No claim is allowed. 

8. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LAKIA J. TONGUE whose telephone number is 

(571 )272-2921 . The examiner can normally be reached on Monday-Friday 8-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert Mondesi can be reached on 571-272-0956. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

LJT 

9/25/08 

/Robert A. Zeman/ 

for Lakia J. Tongue, Examiner of Art Unit 1645 



